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w wpt tfrn ct ereft $ ftmi? fas tqr wnr trow vr * 

ini wi Rtf » 

Separate Paging is given to this Part hi order that It nay be filed as a 

separate compilation 


pit**! aflr qfariT inn 

if'fe€? 26 <STlf', 1986 
srFg^rmr; 

m. spT. Or. r 3i7(sr).—ajftfg3fft wm unrct 
W?T, 1945 Ur’* - 3 fft Tlfft! Hfer! 

'fern? *ft ftmftrfer vrtm fMr wn: srftfsr 

aflr'srarra^ mmf? 1940 (19401T 23) if? 

mrr 12 tV* girt 33 srtT snr ?t gfeftf mr gfft 

ar^ r |TT, afftfg mR*? f?i Jr irm^ irft 

% 'Twgrg, mrft *tT>* CTm r |; greraff if? 
3tfsTTg*rrt irJ? mr? nfimff €t ftii% spnOrcr 
fft ifr gwtmr I, srmrrfr % ftft swfer fen 
^rmT | sffa ?• irnf* I, fe mr mfNr Jr, feafe 
gg if? ferJf if Tfg^nrr surfer fft? f, 
gftm Tigr ifr in Tig? f>, ms fer if? 


arift mneg fft % Tif' ttt ^T-fVTff it 
ftgn; ferr'^irnm t 1 

TH STT^T-f^Rf % ift? % TUT ftftfel 
arifa if? mrrfft % 7?% fef? «rfer % trt fesrt 
arr#r gr gsm tt %?sto grir.T ft it ^«f) 1 
\ gm-ftir 

1. (1 ) r ftinft i?r tBrt gnr aftffg Tft sparg* 
grmfi (fear) famr, 1986 |i 
( 2 ) t thtt! -q Tfttr Jr sirfer fft if? 
mfiW % gfn fft 1 

r 2. afftft - 3 f?T gmgg mrmf? ftw, 1945 Jr,— 
(i) ftmr 124-I' % mra, ftHftfecr fmw 
aRTiFirftl fell TH^nT, Tift -.— 

"1241: ftrftT irft '€‘cff % ftr^ grip 
ftrfer mf*r ’Pftf % fee inn Tfsjficr 
(III) Jr arftnfer % ar-rmr fNri"; 
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(ii) t (II) t fnT#rPgcr 

STTTirTTfw 7?; arP^T', afafa :— 

t (iij) 

(Petit 124-7 ?fev) 

Tffir 'ircff % TffaT? 

(sr) fa#pr ttPt 7'TfarrT i?m % f^rq itpttt 
fa-m: tfriw^c tpt 77 rr^rr ^ 37 

3t 7*753 5TTT 33K PtTTT 77? ft 

<o 

stYk faerf.' Ppptt x?pm fafaTR 
ViffTTV TTPTTr if 7' T? ft l fatT77 
RT S7f? Tt 7W TEST cT^fT ft1 75 $f TT 

imrr faf3R°r srt ht st«t f^rf.” rt- 
377 TTf-T SRC, fait afTTffa STRI- 

xa va 

3R' afTiftfor 7R, TPliTCffcT ftW 
srniiTT i 

3ET afasani: nrfa TtfasR qttr <r T«rrf str 
Tfarf 7? r srPTr fan tt trt % 
gppr ffa i 

FpTff grirfa TTfa fafafTR fair V> a-T7 ETT^T 
CT rf(TT 7T 4 ft. TTT. 3 3p$7 
fW* I 

'ff'TTT 7R3T TTfa fafaVER fa<TT t*% 
sft T §PPT 5TTPT 'TtfaT'T faff fa rfa 
3Rfa c T. fT^qr 3Tf6rrff *T tfa 

f-pirr arrtrirr faTir fa far sjfafaTT 
ft Tfa f% 7 7 faf fa3 7T 7 fa 
xfarfadfcr iffa i ffair fart Tfr 

TTfTT ail 7 ' faFTFfa if iJCffar Tjgfa I 
fasfil 75 fatr TFTTf-TT ’TcTT 7%<T 7T 
ffanfafer fafaPUfa TTffPT 3TW 

“» o 

3fR PITT faffTTR fafa I 

(i) aftafar 77 Trs-rfafa tut riit:— 
fafa TffTtiTTC fa ?rr frirrrTf^T i 

(ii) fafafafa TTT faT 3TlR Tfa, 

(iii) T3 TPsTfal 

(iv) smfcr wrfa farfa srsfpf fa'fa 37 fafa- 

ufa |srr | i 

(v) frPnrfT # rrrf'g- '4n amrr tP ttr^ i 

(vi) ^ Tfi' T'Tli 3ftr TT2'. r | I 

?ism wpi : %% STT5T RTPT T TTfrur % TRfspr 
T7 rf TtsTt% T7ETT TETr TTf^ I 

(STT) pTTfiTT TifT TTRT T'TT % PTT RTTT7 

fTTOT : TfTRT Tpi ^ ^7 TTt? 7^7 

STTT TTTT f%7T 77! fT sftT f^T^T 

ffiPm 77777 frrfTTEr TrfTTrsrTrTPnfi 

« 


Tt 7?‘ 7t ft I fsRPPf T7 TT'P^. % 

7'TT TiT;7 77> ft I Tfi'% 77 7T7T 

frfTRor rm 7r set %€.’ 77777 ' 
73% 5Kr, f7T% 3R5ifc7 7TftR!rfr 
STTTtfer 7^, fPTPTlffT PpTTTfJtprr I 

SP7 3T^r«Frrr? : Tifff TRPfr 7T% 7T TRTf aftT 
TtfTf 7?‘ 7T77 frnr tjtt TTTT % 
3PR 7 fW I 

777 7!IP7 : TffT 7T71T 7T'(t 77 cPPT TTPR7 7'7 
fTT^if 7 T 4 PP.7T. % 3P77 flT I 

7f7.1T 7RTT afR 

R7PTT : TTfT 77W 'TfRTT (T% 7fT33 Ttf^fiT 

' 77 ft 7T Tit 77T7'3 TTiftHTf arrarpff 

7 7T ferr 3f,T{7T f%7T.% % 7f gf-T- 
fTTfT ft ^ f7> 77> 5TT% 7T 

Tifrr 7 T7PTp;ff7 Tl7TI 7f%7 7%7t 
g'TTwr 3fR TTrrrr ft gi%71#7' i 
1 : 77T % TiT; TRTTpTT TRTT 7t7PT7T 
pPTfrfitfr fTNTf'TTT TT%7 
SftT TTTT: pTflfTT fTTT— 

(ii) #TfT 7T TTTafTTT TPT, afTTrf:— 

7if7 77RT 7T Tf TtTTRff'f I 
(ii) f3f77fciT 77 7 5? STR TTi 1 
(jii) #7 TPs7T7> I 

(i\) 3T75tpT TR7T7! fSiTTT 75> 75 fiT 77 fTpT- 
7 ft farr 1 1 

(v) f ^ PfRlT 75 ' TR'ST 5TR STTTTrT 7 7R' I 

(vi) 75% 75’ SRlf sfR Tfgrf I 

??'<rRDT TTHfi: ^Tt 7 T fTT ? 7 T 7 7 STTUT % RTT %3 
77 % ^TTTTfer PP3t TfinT nlffP I 

[7 . ^77 11013/4/8 5-37 IRT tiff 3fR 7 "f ^7! trj 
To 7.0 ^7f7fT7<T, TffTTfTT 

f?7UT 1-5-1979 775 TTTTfwtfUT attTfST aftx 3TTTSPT 

Trnrrfi Pppt, 1945 ttits-t aip tPctr tktpt 

73TT7 (^TTPTr fTTFT) % ST7T7R ^f atETfej 
| cTTT afrvfEr sfR 7TTTHT TTPEl' 3TPTPPPT 
sfrf fit77 (71 f; 3T 7.7 V7-6l) 3TTpR3 11 
SEPSTkT T77 PPPff TT 7R3 % Xt777 7T7 2, 
173 3 ( 1 ) ^ TTiftrar PnTffi'feT arfr^TTrait 

5TTT E5TTEPT fTTT 77T, 31713 :— 

1. TIT. 77. fT. 1241 3R-^ 6-10-79 

2. ET. 77. PT. 1242 TR^ 6-10-79 

3. TTT. 77. fa. 1243 TRIsT 6-10-79 

4- TIT. 77. fa. 1281 TTR'TT 12-10-79 
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MINISTRY OF HEALTH AND FAMILY WEL¬ 
FARE 

(Department of Health) 

New Delhi, the 26th February, 1986 
NOTIFICATION 

^ G.S.R. 317(E),—The following draft of certain 
♦rules further to amend the Drugs and Consmetics 
Rules, 1945, which the Central Govt, propose to make, 
after consultation with the Durgs Technical Advisory 
Board, in exercise of the powers conferred by sections 
12 and 33 of the Drugs and Cosmetics Act, 1940 
(23 of 1940), is hereby published as required by the 
said sections, for the information of all persons likely 
to be affected thereby and notice is hereby given that 
the said draft rules will be taken into consideration 
after the expiry of a period of sixty days from the 
date on which the copies of the Official Gazette in 
which this notification is published are made avail¬ 
able to the public. 

Any objections or suggestions which may be re¬ 
ceived from any persons with respect to the said draft 
rules before the expiry of the ptriod so specified will 
be taken into consideration by the Central Govern¬ 
ment 


DRAFT RULES 


1. (1) These rules may be called the Drugs and 
Cosmetics (Amendment) Rules, 1986. 

(2) They shall come into force on the date of 
their final publication in the Official Gazette. ^ 


2, In the Drugs and Cosmetics Rules, 1945 

(i) after rule 124-C, the following rule shall be 
inserted, namely :— 

“124-D : Standards for Sterilised Umbilical 
tapes :—The Standard^ for sfarilised Umbi¬ 
lical tapes shall be as laid down in Sche¬ 
dule Fail)”; 

(ii) After Schedule F(II), the following Schedule 
shall be inserted, namely :•— 

“Schedule F(III) 

(See rule 124-D) 

Standards for Umbilical Tapes 

(A) Standards for Sterilised Umbilical Polyester Tape 

Description:—A uniform strand of Polyester yam 
prepared by braiding and may be finished with a suit¬ 
able silicone finishing material. White to yellowish 
white in colour. The Tape shall be sterilised by 
Gamma Radiation or o'ther suitable method approved 
by the Licensing Authority. 

Other Requirement’s :—The Umbilical Polyester 
Tape shall conform to the claims made on the label 
in respect of length and width. 

Tensile Strentgh :—The Umbilical Polyester Tape 
shall have Tensile strength of not less than 4 Kgs. on 
straingth pull. 

Packing and Labelling :—The Umbilical Polyester 
Tape shall be packed in sealed Polythene bage or 
sealed plastic containers which ensure that when pack¬ 
ed, the tape is sterile. The packing shall protect the 
tape from contamination and damage. Every packing 
offered for sale shall bear a clear and .permanent 
marking with the following particulars :— 

(i) The proper name of the drug i.e. Umbilical 
Polyester Tape ‘Sterile*. 

(ii) Manufacturer’s name and address. 

(iii) Batch number, 

(iv) Licence number under which the tape is 
manufactured. 

(v) Date of manufacture and the date of expiry. 

(vi) Length and width of the Tape. 

Storage Condition :—It should be stored in a cool 
place protected from light. 

(B) Standards for Sterilised Umbilical Cotton Tape 

Description A uniform strand of cotton yam 
prepared by braiding and may be finished with a 
suitable silicone finishing material. White to yellowish 
white in colour. The tape shall be sterilised by Gamma 
Radiation or by any other suitable method approved 
by the Licensing Authority. 

Other Requirement The Umbilical Cotton Tape 
shall conform to the claims made on the label in res¬ 
pect of length and width. 

Tensile strength :—The Umbilical Cotton Tape 
shall have a Tensile strength of not lesss than 4 kg. 
on strainght pull. 
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Packing and Labelling :—The Umbilical Cotton 
Tape shall be packed in sealed Polythene bags or 
sealed plastic containers which ensure that when 
packed the tape is sterile. The packing shall protect 
the tape from contamination and damage. Every pack¬ 
ing offered for sale shall bear a clear and permanent 
marking v I .a the following particulars :— 

(i) The proper name of the drug i.e. Umbilical 
Cotton Tape : Sterile’. 

(ii) Manufacturer’s name) and address. 

(iii) Batch Number. 

(iv) Licence, Number under which the tape is 

manufactured. 

(v) Date of manufacture and the date of expiry. 

(vi) Length and width of tht Tape. 

Storage Condition :—It should be Stored in a cool 
place protected from light.” 

[No. X-l 1013 !4| 85-DMS&PFA] 

S. V. SUBRAMANIYAN, Jt. Secy. 

NOTE : The Drugs and Cosmetics Rules, 1945, as 
amended upto t-5-1979, is contained in the 
publication of the Ministry of Health and 
Family Welfare (Deptt. of Health) contain¬ 
ing the Drugs and Cosmetics Act and the 
Rules (PDGHS-61). Subsequently the said 
rules have been amended by the following 


(Part II— Sec.30)] 


notifications published in Part H, section 
3(i) of the Gazette of India, namely :— 

1. G.S.R. 1241 dated 6-10-79 

2. G.S.R. 1242 dated 6-10-79 

3. G.S.R. 1243 dated 6-10-79 

4. G.S.R. 1281 dated 12-10-79 

5. G.S.R. 430 dated 19-4-80 

6. G.S.R. 779 dated 26-7-80 

7. G.S.R. 540(E) dated 22-9-80 

8. G.S.R. 680(E) dated 5-12-80 

9. G.S.R. 681(E) dated 5-12-80 

10. G.S.R. 682(E) dated 5-12-80 

11. G.S.R. 27(E) dated 17-1-81 

12. G.S.R. 478(E) dated 6-8-81 

13. G.S.R. 62(E) dated 15-2-82 

14. G.S.R. 462(E) dated 22-6-82 

15. G.S.R. 510(E) dated 26-7-82 

16. G.S.R. 13(E) dated 7-1-83 

17. G.S.R. 318(E) dated 1-5-84 

18. G.S.R. 331(E) dated 8-5-84 

19. G.S.R. 460(E) dated 20-6-84 

20. G.S.R. 487(E) dated 2-7-84 

21. G.S.R. 89(E) dated 16-2-85 

22. G.S.R. 788(E) dated 10-10-85 
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